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RESPONSE TO AMENDMENT 

1 . The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

2. Any objections or rejections made in a previous Office Action that are not herein 
reinstated have been withdrawn. 

3. Claims 1-2, 4-7, 10, 16-18, and 35 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. The phrase "degenerate 
variant" is recited in these independent claims or claims which depend from them. 
However, "degenerate variant" does not appear in, nor is it defined in the specification. 
There appears to be no conception of a "degenerate variant" perse, using those words, 
in the specification as originally filed, as recited in the instant claims. Therefore, 
"degenerate variants" is not adequately described by the specification in order to meet 
the written description requirement. 

4. Claims 2, 6-7, 10, 16-18, and 28-30 are rejected under 35 U.S.C. 1 12, first 
paragraph, as failing to comply with the enablement requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention. The claims reciting biological deposits still fail to meet all 
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of the requirements for biological deposits. A suggested format for such a declaration or 
averment is outlined below: 

SUGGESTION FOR DEPOSIT OF BIOLOGICAL MATERIAL 
A declaration by applicant, assignee or applicant's agent identifying a deposit of biological material and 
averring the following may be sufficient to overcome an objection and rejection based on a lack of availability of 
biological material. 

1 . Identifies declarant. 

2. States that a deposit of the material has been made in a depository affording permanence of the 
deposit and ready accessibility thereto by the public if a patent is granted. The depository is to be identified by name 
and address. 

3. States that the deposited material has been accorded a specific (recited) accession number. 

4. States that all restrictions on the availability to the public of the material will be irrevocably removed 
upon the granting of a patent. 

5. States that the material has been deposited under conditions that ensure that access to the 
material will be available during pendency of the patent application to one determined by the Commissioner to be 
entitled thereto under 35 CFR 1 .14 AND 35 USC122. 

6. States that the deposited material will be stored with all care necessary to keep it viable and 
uncontaminated for a period of at least five years after the most recent request for the furnishing of a sample of the 
deposited microorganism, and in any case at least thirty (30) years after the date of a deposit or for the enforceable 
life of the patent, whichever is longer. 

7. Acknowledges the duty to replace the deposit should the depository be unable to furnish a sample 
when requested due to the condition of the deposit. 

8 - That he/sh e declares that all statements made therein of his/her own knowledge are true and that 
all statements made on information and belief are believed to be true : and further that these statements were made 
with knowledge that willful false statements and the like are punishable by fine or imprisonment, or both, under 
Section1001 of Title 18 of the Unites States Code and that such willful false statements may jeopardize the validity of 
the instant patent application or any patent issuing thereon. 
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The particular omissions in Applicant's declaration filed 7/15/04 concerning 
deposits under the Budapest Treaty are underlined in the suggested declaration format 
set forth above. 

Additionally, the deposit must be referred to in the body of the specification and 
be identified by deposit (Accession) number, name and address of the depositor, and 
the complete taxonomic description. 

As a possible means of completing the record, Applicant may submit a copy of 
the deposit receipt. 

Claims 28-30 are not enabled because the specification does not provide 
adequate guidance or any working examples of a non-functional BPP derived by means 
of amino acid modification of residues 123-202 of SEQ ID NO:2. The critical amino acid 
residues that bestow upon the BPP its biological function are not identified, and as the 
previous Office Action argued byway of the Rudinger reference, it is unpredictable how 
a function of a protein will be modified when its amino acid structure is changed, and 
such determinations must be made by undue experimentation by modifying one, some, 
or all of the amino acids of the encoded sequence in order to bestow upon the protein 
its desired and recited biological properties without a reasonable expectation of 
success, and any single or set of modifications would not necessarily be predictive of 
other modifications that would meet the limitations of the instant claims. 
5- Claims 10, 16-18, and 31-35 are rejected under 35 U.S. C. 112, first paragraph, 
because the specification, while being enabling for a polynucleotide, nucleic acid, or 
host cell comprising SEQ ID NO:1 or nucleic acids capable of hybridizing under 
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specified and recited conditions to the complement of SEQ ID NO:1 that encode a p- 
amyloid peptide-binding protein (BBP), does not reasonably provide enablement for 
polynucleotides that encode a p-amyloid peptide-binding protein (BBP) or nucleic acids 
capable of hybridizing to SEQ ID NO:1 or its complement by reference to the 
hybridization conditions of Table 1. The specification does not enable any person skilled 
in the art to which it pertains, or with which it is most nearly connected, to make and use 
the invention commensurate in scope with these claims for reasons of record and the 
following. Table 1 of the instant specification (pages 9-10) does not set forth a set of 
completely fixed hybridization processes that limit the instant claims (which are product- 
by-process claims) to that which is adequately supported by the disclosure. The 
hybridizations temperatures needed to adequately limit the claims commensurate with 
the disclosure are missing from Table 1 because the temperatures are not presented as 
a set temperature (e.g. 42 degrees, etc.) but as a variable temperature to be determined 
by the G/C content of every single one of the hybridizing species of nucleic acids 
encompassed by the broad claims. It is not possible to predict in advance from the 
encoding nucleotide sequences which encoded protein will have the biological property 
of amyloid binding and which will not because of the inherent uncertainty in the art of 
predicting protein function from structure. In effect, if a BBP encoding nucleic acid was 
discovered that had no similarity at all with the instant invention (SEQ ID NO:1 ) and was 
not envisioned by the instant invention, by merely knowing the G/C content of this novel 
BBP encoding sequence, a hybridization temperature could be selected using the 
criteria of Table 1 (see page 10) that would encompass totally unrelated (to SEQ ID 
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NO:1) nucleotide sequences because the hybridization temperature could be selected 
so that it would be low enough to include sequences that had little sequence identity to 
SEQ ID NO:1 as long as said sequences encoded a protein that had the desired 
biological property of amyloid binding. Because such unrelated sequences (sequences 
that share little sequence identity with SEQ ID NO:1 but do encode a protein that binds 
amyloid) are not envisioned, described, or disclosed in the specification, it would require 
undue experimentation with no reasonable chance of success for the skilled artisan to 
make the genus of claimed hybridizing sequences to the full, reasonable scope of the 
claims. For instance, it would be possible by using a very low hybridization temperature 
to allow an encoding sequence to an antibody or Fab fragment that binds p-amyloid to 
hybridize to SEQ ID NO:1, meeting the limitations of the claims, even though the instant 
disclosure has nothing to do with nucleotide sequences encoding antibodies that bind p- 
amyloid. Therefore, Applicants could theoretically choose a hybridization temperature to 
encompass any nucleic acid that had the requisite properties of encoding a BBP, 
regardless of its similarity to SEQ ID NO:1 . 

6. Claims 10 and 16-35 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention for reasons of record and the following. The 
metes and bounds are indefinite because Table 1 of the instant specification (pages 9- 
10) does not set forth a set of adequately fixed hybridization processes that define the 
instant claims (which are product-by-process claims) to that which can be readily 
recognized by the public as the protected invention. The hybridizations temperatures 
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needed to adequately define the claim boundaries are missing from Table 1 because 
the temperatures are not presented as a set temperature (e.g. 42 degrees, etc.) but as 
a variable temperature to be determined by the G/C content of every single one of the 
hybridizing species of nucleic acids encompassed by the theoretically broad claims. 
Dependent upon the specific temperature selected, the metes and bounds of the claim 
will vary. Because the specific temperature is not selected "in advance" and set forth 
clearly in the claim language, the claims are vague and indefinite as the product so 
claimed can only be defined by the specific conditions of the processes that produce 
said product. 

The instant claims also recite the "complement" of a nucleic acid sequence. It is 
presumed that Applicant intended to mean "full complement" as "the complement" can 
be interpreted as meaning a single or a couple of complementary nucleotides, and not 
the complete, full-length complementary sequence. The grounds of this portion of the 
rejection could be obviated by amending "the complement" to "the full complement". 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

8. Claims 31-35 are rejected under 35 U.S.C. 102(a) as being anticipated by 
Bonaldo et al. ("Bonaldo"). Bonaldo teaches a 523 bp sequence that shares 99.8% 
sequence identity along its entire length with instant SEQ ID NO:1 (see attached 
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sequence comparison) which would hybridize to SEQ ID NO:1 under even the most 
highly stringent conditions due to Bonaldo's sequence possessing only a single 
nucleotide mismatch along its entire length with SEQ ID NO:1. 

9. Claims 10, 16-21, 24, 28-30, and 36-37 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Bonaldo. These instant claims are not being afforded the effective 
filing date of 60/064,583, filed 4/16/97, because this provisional application does not 
identify, teach, or claim the specific regions or fragments of SEQ ID NO:1 as does the 
instant application (i.e. these instant claims would be rejected for new matter if they 
were presented in the provisional application). Bonaldo teaches a 523 bp sequence that 
shares 99.8% sequence identity along its entire length with instant SEQ ID NO:1 (see 
attached sequence comparison) which would hybridize to SEQ ID NO:1 under even the 
most highly stringent conditions due to Bonaldo's sequence possessing only a single 
nucleotide mismatch along its entire length with SEQ ID NO:1. 

In regards to claims 28-30, the Bonaldo sequence meets the negative limitations 
of the claims in regards to encoding amino acids 123-202 of SEQ ID NO:2 with one or 
more amino acid residue modifications resulting in its functional modification. 

10. Claims 8, 9, 11, and 12 are in condition for allowance. 

11. As allowable subject matter has been indicated, applicant's reply must either 
comply with all formal requirements or specifically traverse each requirement not 
complied with. See 37 CFR 1.111(b) and MPEP § 707.07(a). 
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12. Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the Technical Center 1600 general number which is 
(571)272-1600. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Stephen Gucker whose telephone number is (571 ) 272- 
0883. The examiner can normally be reached on Monday to Friday from 0930 to 1800. 
If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brenda Brumback, can be reached at (571) 272-0961 . The fax phone 
number for this Group is currently (703) 872-9306. 




Stephen Gucker 



October 4, 2004 




